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DETAILED ACTION 

1. Applicant's amendment and remarks, filed 5/02/08 are 
acknowledged. 

2. In view of the amendments the previous rejections under 35 
U.S.C. 112, second paragraph, have been withdrawn. 

3. Claims 6-9, and 11-15 stand withdrawn from further 
consideration by the Examiner, under 37 C.F.R. § 1.142(b) as 
being drawn to nonelected inventions. 

Claims 17-38 are being acted upon. 

4. The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, more 
than one year prior to the date of application for patent in the United 

States. 

5. Claims 17-33 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent No. 5,593,678. 

As set forth previously, the '678 patent teaches a polyclonal 
antibody that would bind SEQ ID N0s:l-4 when phosphorylated but not when 
unphosphorylated (see particularly column 10, lines 62-65) . 

Applicant's arguments, filed 5/02/08, have been fully 
considered but are not found persuasive. Applicant argues that 
the reference cannot anticipate the claimed invention because it 
does not teach SEQ ID N0S:l-4 nor insulin receptor substrates 
1/2. 

Applicant is advised that a careful reading of the claims 
reveals that the claims are only limited to antibodies that bind 
insulin receptor substrates 1/2 when phosphorylated at a 
specific serine, but not when not phosphorylated at a specific 
serine. As written, the claimed antibody need not be specific 
for insulin receptor substrates 1/2. Accordingly, the antibody 
of the reference meets the limitations of the claims, i.e., that 
the antibody bind the phosphorylated serines. The fact that the 
antibody binds all phosphorylated serines is irrelevant. 
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6. Claims 17-32 and 34 stand rejected under 35 U.S.C. 102(b) 
as being anticipated by U.S. Patent No. 5,807,702. 

As set forth previously, the '702 patent teaches a monoclonal 
antibody that would bind SEQ ID N0s:l-4 when phosphorylated but not when 
unphosphorylated (see particularly column 13, lines 45-47) . 

See Section 5 above for Applicant's remarks and the 

response . 

7. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

8. Claims 36-38 stand rejected under 35 U.S.C. § 103(a) as 
being unpatentable over U.S. Patent No. 5,593,678 or U.S. Patent 
No. 5,807,702, in view of U.S. Patent 4,208,479. 

As set forth previously, the ''678 and '702 patents have been 
discussed previously. 

The claimed invention differs from the prior art by the teaching of placing 
the antibodies in a kit. 

The M7 9 patent teaches that kits allow for substantial convenience in 
performing assays (see column 22, in particular) . Therefore, one of ordinary 
skill in the art at the time the invention was made would have been motivated to 
provide the claimed antibodies in a kit, since kits allow for substantial 
convenience in performing assays (column 22, in particular) . 

See Section 5 above for Applicant's remarks and the 
response . 

9. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 
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10. Claim 38 stands rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. Specifically, it 
is unlikely that the antibodies of the kit can be used to detect 
PKC theta activity in a biological sample as claimed without 
undue experimentation. 

As set forth previously, a review of the claim shows that it 
encompasses a kit comprising any antibody that would bind a phosphorylated serine 
in any protein. Given the limited disclosure of the specification, it is unclear 
how the detection of any phosphoserine could be used to detect PKC theta activity. 

Accordingly, in view of the quantity of experimentation necessary, the lack 
of sufficient guidance in the specification, the lack of sufficient working 
examples, i.e., the specification discloses no data demonstrating that the claimed 
antibodies could be use as claimed, the unpredictability of the art, and 
particularly the breadth of the claim, it would take undue trials and errors to 
practice the claimed invention. 

Applicant's arguments, filed 5/02/08, have been fully 
considered but are not found persuasive. Applicant argues that 
the specification is fully enabled. 

As set forth in the rejection, the specification does not 
establish that any antibody the binds phosph-IRS-1/2 can 
function in the claimed method. Indeed, as amended the claims 
are now broader than they were previously in that they now 
encompass the use of any antibody that binds phospho-IRS-1/2, 
including antibodies that do not recognize the phosphorylation 
state but rather simply recognize any epitope on the proteins. 

11. Claim 38 stands rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 

described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s), 
at the time the application was filed, had possession of the 
claimed invention. This is a new matter written description 
rejection. 

As set forth previously, the specification and the claims as 
originally filed do not provide support for the invention as now claimed, 
specifically, a kit comprising the antibody of Claim 25 or 29. 
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Applicant cites page 30 of the specification. A review of the cite reveals 
support only for kits comprising the antibodies of Claims 17 and 21. 

Applicant now cites paragraphs [0075-0077] in support of 
the claimed kit. 

First note that the specification as filed does not 
comprise numbered paragraphs. Thus, it is difficult to 
establish what part of the disclosure is being cited by 
Applicant. A review of the specification reveals at page 31-32 
kits comprising only antibodies that bind IRS-1/2 when 
phosphorylated at Ser 1101 (IRS-1) or Ser 1149 (IRS 2) . 

12. The following are new grounds for rejection. 

13. Claims 17-32, 34, and 35 are rejected under 35 U.S.C. 
102(b) as being anticipated by the Sigma Catalog (1998). 

The Sigma Catalog teaches a monoclonal antibody that would 
bind SEQ ID N0S:l-4 when phosphorylated but not when 
unphosphorylated (P 3430) . Thus, the antibody would bind IRS- 
1/2 when phosphorylated at Ser 1101 (IRS-1) or Ser 1149 (IRS 2) . 
The reference further teaches the hybridoma (clone PSR-45) that 
produces the antibody (see particularly page 1308) . 

14. No claim is allowed. 

15. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571) 272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen 
O'Hara, Ph.D. can be reached on (571) 272-0878. 

16. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see http: //pair-direct . uspto . gov . Should 
you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EEC) at 866-217-9197. 
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